IVWia 


Flap complication report 


EAQA018 / C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date ci'application : 06/07/2011 



Sumeon: Q<^ fc* sLu- U Patient file# 



REPORT OF INTRAOPERATIVE FLAP CO MPLICATION 

A^ PATIENT 

1. Eye 

2. Keratrometries K1 / I f £ h 

3. Intra-op full corneal thickness (microns) £3 ^ 

4. White-to-White (mm) \\ . % 
5 Ametropic correction? O-M^bpic 



□ OS 

K2 /j /( KIAxis l^f-^ 
■a~Oltrasound □ Imaging QScheimpflug camera 

□ Hyperopic □ Astigmatic 



6. Additional comments on the patient's eye . 



MATERIAL ^ ^ 

1. (insole aEvo2 □ Evo3SlJEy93E QOther Serial Number . 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU <5K*«=r Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection^ or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : S^. 

5. Blade Lot # or Single-Use Lot # : — 

wis _ , „ 

6. Moria sterile tubing Reference 19138 Batch number J3i a 1 ^ ° 

7. On approximately how many eyes this specific set had been usedbefore this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 □ <> -e<1 □ +2 □ +3 □ -1 LC 
10Stop □? Q7.5 Q8.75 0 9 UOther 

1 1 New blade? □ No (Cnec/c "A/o" for fne second eye to W/afera/ simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



<\-T^ If yes, suction time? . 
JQTVes □ No 

^arVes □ no 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness-<fYes □ No 



Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness 
❖Residual stromal bed thickness L X 
❖Calculated Flap thickness £ 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moris SA. ne peut etre ni communique a des Vers, ni reproduit sans autorisaton prealable 
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Miria 


Flap complication report 


EAQA018/C 


Approuv6(e) par 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

, J ^ 


Date ^application : 06/07/2011 



REPORT OF INTRAOPERATIVE FLAP COM PLICATION 

PATIENT 

1. Eye 

2. Keratrometries 

3. Intra-op full corneal thickness (microns) <^ I 

4. White-to-White (mm) \U 
5 Ametropic correction? O-ltfyopic 



□ OD 
K1 



^r6s 

K2 (jjx KIAxis 
"tTOftrasound □ Imaging □Scheimpflug camera 

□ Hyperopic □ Astigmatic 



6. Additional comments on the patient's eye 

□ Evo3 £U€^o3E^QOther 



MATERIAL 
1. Console □ Evo2 



Serial Number : 

2. Microkeratome U ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU •Q-OWEUse-P/i/s □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection Q1 ora^For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : "J ! 

5. Blade Lot # or Single-Use Lot # : \\ LkLt Li ^ 

6. Moria sterile tubing Reference 19138 Batch number ;S> U 1 OP ^ 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 □<> ^ □ +2 □ +3 P -1LC 
10Stop U7 Q7J Qa.5 0 8.75 0 9 aOther 

1 1 New blade? □ Yes ^TNo (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? _ 
^OTYes □ No 
,^TYes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes^Q No 

• Unacceptable thickness 42^es □ No 

• Button-hole □ Yes □ No 



Z 



Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes ONo 

□ Yes □ No 

□ Yes □ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness 
❖Residual stromal bed thickness U C ^ 
❖Calculated Flap thickness ^ O 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document, propMte exclusive de Moria SA, ne peut tore ni communique a des tiers, ni reproduit sans autorisation preaiable 
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IVWia 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16.03:48 


Date d'application : 06/07/2011 



RFPORT OF INTRAOPERATIVE Fl A P COMPLICATION 

A) PATIENT 

I.Eye -tfOD □ OS 

2Keratrometries K1 UgJi K2 ^£^3 K1 Axis _Jx- 5 

3. intra-op full corneal thickness (microns) EHJltrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) |jjL ^ 

5 Ametropic correction? CHflyopic , □ Hyperopic 'astigmatic 

6. Additional comments on the patient's eye . . 



MATERIAL 

1. Console □ Evo2 □ Evo^3-fVo3E QOther 



Serial Number 



2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU tHME Use-Plus □ EPl-k™ 
□ Evo2 Speed adaptator s/n Speed selection^ >r □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : ^ Lifcfl 

5. Blade Lot # or Single-Use Lot # : \\ l(J(, (( ^ ^ ^ 

6. Moria sterile tubing Reference 19138 Batch number .: 3-i ^ ^ 

7 On approximately how many eyes this specific set had been used'before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 U0 □ +2 □ +3 □ -1 LC 

10Stop Q7 Q7.5 Qtf 3 8.5 0 8.75 U9 QOther 

1 1 New blade? ~0"Yes □ No (Cr/eck °A/o" for f/?e secor/o* eye in bilateral simultaneous LASIK) 

Q INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
^-□i'es □ No 
wQ^es □ No 



sec 



2. Potential intra-operative events 

Pseudo Button-hole □ Yes □ No 
Unacceptable thickness *£TYes □ No 
Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 



If yes, what was the flap thickness in microns? — 

❖Pre-op full corneal thickness < h 
❖Residual stromal bed thickness ^ °) d- 
❖Calculated Flap thickness fa 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 

Ce document, propria exclusive de Moris SA, ne peut etre ni communique a des tiers, ni reproduit sans autorisafon prealable 
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M©ria 


Flap complication report 


EAQA018/C 


Approuve'(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

i 


• 

Date d'application : 06/07/2011 



Sumeon: ^Uj^ Patient file*: \UU U? \ 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

a o'd 



Date \l^f Ql Z o\\ 



A) PATIENT 

1. Eye 

2. Keratrometries K1 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) , L 
5 Ametropic correction? 



t 



K2 K1 Axis ffi $ 

trTJltrasound □ Imaging QScheimpflug camera 



□ Hyperopic 



a^yopic 

6. Additional comments on the patient's eye 

;vo3E: QOther Serial Number 



MATERIAL 

1 . Console □ Evo2 □ Evo: 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-P/ivs □ EPI-k™ 
□ Evo2 Speed adaptator s/n Speed selection Q1 oxjarf (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : — \ i^R 

5. Blade Lot # or Single-Use Lot # : , 

6. Moria sterile tubing Reference 19138 Batch number 3\ H 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 GO *«* □ +2 □ +3 □ -1 LC 
10S top Q7.5 JSd □ 6.5 U8.75 0 9 OOther 

1 1 New blade? □ Yes^No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
-□-Yes □ No 
-dYes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness &rfes □ No 

• Button-hole □ Yes □ No 
. Partial flap □ Yes □ No 

• Free cap □ Yes □ No 

• Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness K ( ft 
❖Residual stromal bed thickness ^ *)p 
❖Calculated Flap thickness /Tg 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Co document, propria exclusive de Moria SA, ne peut etre ni communique a des tiers, ni reproduit sans autohsation prtalabie 
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IVWia 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

i 


Date cl'application : 06/07/2011 



Rlirnftft n: Patiftnt fflgg : \ t lS ^ ( « Date \ L / & /? 0 j f 



□ OS 



REPORT OF INTRAOPERATIVE FLAP COM PLICATION 

PATIENT 

1. Eye "<OD 

2. Keratrometries K1 t( ^> 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) \\ > % 

5 Ametropic correction? Q-Myopic 

6. Additional comments on the patient's eye 

MATERIAL 
1. Console □ Evo2 □ Evo3 



-ETuitrasound □ Imagi 
□ Hyperopic ^a^stigmatic 



Imaging QScheimpflug camera 



Evo3E) □Other Serial Number 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU Q-ONlTUse-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selectiorHal^r □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : JIT I l\ ^"f 

5. Blade Lot # or Single-Use Lot # 

6. Moria sterile tubing Reference 19138 Batch number .: ^Ij^gft 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 D O ^ □ +2 □ +3 □ -1 LC 
10Stop Q7 Q7.5 0< 0 8.5 0 8.75 0 9 OOther 

1 1 New blade? -CfYes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
-£fYes □ No 
^Ves □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness ^Yes □ No 



Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes ONo 

□ Yes □ No 

□ Yes □ No 



If yes, what was the flap thickness in microns? 
*Pre-op full corneal thickness 
❖Residual stromal bed thickness 
❖Calculated Flap thickness 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propriete exclusive de Moria SA, ne peul etre ni communique a des Hers, ni wproduit sans autorisation prealable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16.03:48 

»/l **** 


Date d'application : 06/07/2011 



Surgeon: 



Patient file# : 



&6s 

Q<Mtrasound □ Imaging QScheimpflug camera 
□ Hyperopic -astigmatic 



RFPORT OF INTRAOPERATIVE FLAP COMP LICATION 

PATIENT 

1. Eye ROD 

2. Keratrometries K1 . 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) \\> ^ 

5 Ametropic correction? v£Wv1yopic 

6. Additional comments on the patient's eye . 

MATERIAL ^ o . ' u 

1 Console □ Evo2 □ EvorQ^vo3E; aother Serial Number 

2 Microkeratome □ ONE □ ONE~Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection 01 orJZrf (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : \\ ? \\ % 

6 Moria sterile tubing Reference 19138 Batch number .: J? I 4 j _ to 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingleuse □ H □ -1 P Q Q<T □ +2 □ +3 Q-1LC 

10 stop □ 7 □ 7.5 -arT □ 8.5 □ 8.75 □ 9 UOther 

1 1 New blade? □ Yes -erfto (Check "No" for the second eye in bilateral simultaneous LASIK) 
C) INTRA-QPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 
. Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
cO-Yes □ No 
-^TVes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness *tfYes □ No 

• Button-hole □ Yes □ No 
. Partial flap □ Yes □ No 

• Free cap □ Yes □ No 

• Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness 
❖Residual stromal bed thickness l+h'k 
❖Calculated Flap thickness St O 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document, propria exclusive de Moria SA. ne peut 6tre ni communique a des tiers, ni reproduit sans autorisation prtalable 
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Flap complication report 


EAQA018/C 


Appmuv6(e) par 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

0^ 


Date d'application : 06/07/2011 



REPORT OF INTRAOPERATIVE FLAP COM PLICATION 

A^ PATIENT 

1. Eye *m 

2. Keratrometries K1 A \~ $ 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) \^ *°" 
5 Ametropic correction? jaHflyopic 
6. Additional comments on the patient's eye 

MATERIAL 
1. Console □ Evo2 □ Evo3 



□ OS 

K2 j^^KIAxis \\$ 
-dTJltrasound □ Imaging QScheimpflug camera 

□ Hyperopic -Er^stigmatic 



Evo3E J GOther Serial Number 



SSO- 



I.UUMbUie u cvut uvw - 1^ 

2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU EKJNE Use-P/«/s QEPI-k 
□ Evo2 Speed adaptator s/n Speed selection^ or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : V\ Ll/.{ * 

6. Moria sterile tubing Reference 19138 Batch number 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 B*1 □ +2 □ +3 □ -1 LC 
10Stop P7 UTM Zff Q8.7S 09 OOther 

1 1 New blade? vO^es □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1 Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? * 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
va^fes □ No 
XT Yes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness ^TYes □ No 

• Button-hole □ Yes □ No 

• Partial flap □ Yes □ No 
. Free cap □ Yes □ No 
. Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 



♦>Pre-op full corneal thickness 

❖Residual stromal bed thickness {ju^3c 

❖Calculated Flap thickness Se{ \ 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document propria exclusive de Moria SA. ne peut etre ni communique a des tiers, ni reproduit sans autorisation prtalable 



1/2 



Mtria 


Flap complication report 


EAQA018/C 


Approuv6(e) par 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date ^application : 06/07/2011 



Surgeon: 



Patient file# : 



Date 



-a-os 

K2 ^-t 3 K1Axis_£ 

□ Ultrasound □ Imaging QScheimpflug camera 

□ Hyperopic da-Astigmatic 



REPORT of intraoperative flap complication 

PATIENT 

1. Eye a0D 

2. Keratrometries K1 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) L!k ' 0 ^ 
5 Ametropic correction? i^Tfi/tyopic 
6. Additional comments on the patient's eye , 

MATERIAL f „ J . . <? 1 I **> 

1 Console □ Evo2 □ Evo3 QJEyo3E QOther Serial Number ■ o ' ' 

2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-Plus □ EPI-k" J 

□ Evo2 Speed adaptator s/n Speed selection-oMr 4*<For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : U kk*X( - 

6. Moria sterile tubing Reference 19138 Batch number J, 1) \ Sx?P 

7 On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 <£KT □ +1 □ +2 □ +3 □ -1 LC 

10Stop Q7 Q7.5 GHT^ 3 8.5 0 8.75 DO mother 

1 1 New blade? □ Yes -Q-tfo (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
■dYes □ No 
J^Yes □ No 



sec 



2. Potential intra-operative events 

Pseudo Button-hole □ Yes □ No 
Unacceptable thickness -O-Yes □ No 
Button-hole □ Yes □ No 

Partial flap □ Yes □ No 

Free cap □ Yes □ No 

Decentred Flap □ Yes □ No 

Stromal Incursion □ Yes □ No 
Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness 
❖Residual stromal bed thickness L^fff 
❖Calculated Flap thickness g 2r 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document, propria exclusive de Moria SA, ne peut etna ni communique a des tiers, ni reproduit sans autorisation prtalable 
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IVUria 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



REPORT OF INTRAOPERATIVE FLAP COM PLICATION 

PATIENT 

1. Eye □ OS 

2. Keratrometries K1 «2 ^LJr K1 Axis < 

3. Intra-op full corneal thickness (microns) Jg 9 ^Ultrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) J2_Jj»* ^ 

5 Ametropic correction? Myopic , □ Hyperopic Q Astigmatic 



6. Additional comments on the patient's eye , 



Q) MATERIAL J 

1. Console □ Evo2 □ Evo3a'Evo3E UOther Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SUy*tf5NE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection^or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : / I £t>K 

5. Blade Lot # or Single-Use Lot # sjiHie L ° 7 ' ' W / * 

6. Moria sterile tubing Reference 19138 Batch number J $M$Od2' 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ 0 □ +1 □ +2 □ +3 CM LG 
10S top □? Q 7.5 0 8 0 8.75 0 9 OOther 

1 1 New blade? tQ^es □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

Cj INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
tja^es □ No 
-£fYes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness iQ^es □ No 

• Button-hole □ Yes □ No 
. Partial flap □ Yes □ No 

• Free cap □ Yes □ No 

• Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness 



❖Residual stromal bed thickness (j 
❖Calculated Flap thickness S3|: Q 



Draw the location of the partial flap or of the pseudo or "see-through* button-hole 



Ce document propria* exclusive de Moria SA, ne peut tore ni communique a des tiers, ni reproduit sans autorisation prtalable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

4-' 


Date duplication : 06/07/2011 



Sumaon: P»«ent file* • (0CtBi * Date dlML M. 



M PATIENT 

1. Eye 

2. Keratrometries 



REPORT OF INTRAOPERATIVE FLAP C OMPLICATION 

JZfOS 

K2 V* V K1 Axis ^ ? 0 0 



□ OD 

K1 «" ■ « 



3. Intra-op full corneal thickness (microns) _Os oOltrasound □ Imaging aScheimpflug camera 

4. White-to-White(mm) U_±JtUr t**- y> 

5 Ametropic correction? atopic □ Hyperopic astigmatic 

6. Additional comments on the patient's eye 



MATERIAL , 
l/Omoto UEvo2 □ Evo3 Hf Evo3E QOther Serial Number 



2. Microkeratome U ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU cGTONE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection.^ » □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 1 50 □ 1 30 □ 1 1 0 □ 90 Serial Number: 

4. Handpiece serial number : _] I 7# "7 

5. BladeLot#orSingle-UseLot# ** U>K »W<*> 

2>l <f3<e* > 



6. Moria sterile tubing Reference 19138 Batch number 

7. On approximately how many eyes this specific set had beenysed before this complication? 

□ +2 
□Other 



t had beenused before this < 
IH PC a + i 

□ 7 Q7.5 08 -Olfs □ 8.75 Q9 



8. Ring ^Disposable 

10 Stop 

1 1 New blade? □ Yes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 
C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
^TYes □ No 
^?es □ No 



sec 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness £3: 9 
❖Residual stromal bed thickness JL^l+Jb 
❖Calculated Flap thickness ,8 O 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness urfes □ No 

• Button-hole □ Yes □ No 
. Partial flap □ Yes □ No 

• Free cap □ Yes □ No 

• Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 
. Epithelium patch □ Yes □ No 

Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document, propria exclusive de Moria SA. ne peut etre ni communique a des tiers, ni reproduit sans autohsation prtalable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: /Ww^V fckjSS^ Patient file# : \ (^C 0 \ * Date \ ^ / ^ / l.o f 5" 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



A) PATIENT 

1. Eye 

2. Keratrometries 



K1 



3. Intra-op full corneal thickness (microns) ^ 

4. White-to-White (mm) V^' ^ 

5 Ametropic correction? yJ2ffiAyop'\c 
6. Additional comments on the patient's eye 



□ OS 
K2 2 ( £ K1 Axis . 



3, X- 



£Kfitrasound □ Imaging QScheimpflug camera 
□ Hyperopic □ Astigmatic 



B) MATERIAL / 

1. Console □ Evo2 □ Evo3 Brl Evo3E QOther 



Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection l)1 or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # 



; Vn%1 s6K 

6. Moria sterile tubing Reference 19138 Batch number j J^//^ £ A 

7. On approximately how many eyes this specific set had been used before this complication? _|_£i^A 

8. Ring QDisposable QSingle use O H □ -1 &rty □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 □ 8 -3^5 □ 8.75 0 9 aother 

1 1 . New blade? J2r*fes □ No (Check u No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-QPERATIVE RESULTS 



1 . Characteristics of suction and automated translation: 
• Was suction time longer or shorter than usual? 



Was the suction good and stable during the pass? S 
Was the forward movement smooth and regular? 



If yes, suction time? . 
42-Yes □ No 
^eYes □ No 



sec 



2. Potential intra-operative events 

Pseudo Button-hole □ Yes □ No 
Unacceptable thicknessUa-YeT □ No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness Slfo 



Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes rjNo 

□ Yes □ No 

□ Yes □ No 



❖Residual stromal bed thickness 5"f 1^ 
❖Calculated Flap thickness >T 1 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propriete exclusive de Mori a SA, ne peut etre ni communique a des tiers, ni reproduit sans autorisation pr&alable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date (^'application : 06/07/2011 



Surgeon: ft I ~e i /L &$flib Patient file# : ) if C 6 f 1 Date { C/ ^ / ? O ( C 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



A) PATIENT 

1. Eye aOD 

2. Keratrometries K1 Cj^y 

3. Intra-op full corneal thickness (microns) *) 

4. White-to-White (mm) • *S 

5 Ametropic correction? £fMyopic 
6. Additional comments on the patient's eye 



K2 / f $.7 K1 Axis l^j , ^ 



SJ-HUrasound □ Imaging QScheimpflug camera 
□ Hyperopic □ Astigmatic 



B) MATERIAL 

1. Console □ Evo2 □ Evo3 Q-"£vo3E QOther 



Serial Number 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU Q"6nE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection afor □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : ^ 8~7 

5. Blade Lot # or Single-Use Lot # : s . w^A ia/ x J | \ | 7_ 

6. Moria sterile tubing Reference 19138 Batch number g \ l| ^ ^ O 

7. On approximately how many eyes this specific set had been used before this complication? ^ 

8. Ring QDisposable OSingle use □ H □ -1 &T(f □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 Q8 □ 8.75 Q9 OOther 

1 1 . New blade? □ Yes QTfjo (Check "No" for the second eye in bilateral simultaneous LAS IK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 1^ O 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes. suction time?. 
^-arYes □ No 
•O-Yes □ No 



sec 



2. Potential intra-operative events 



• 


Pseudo Button-hole 


□ Yes 


□ No 


• 


Unacceptable thickness ^T9es 


□ No 


• 


Button-hole 


□ Yes 


□ No 


9 


Partial flap 


□ Yes 


□ No 


• 


Free cap 


□ Yes 


□ No 




Decentred Flap 


□ Yes 


□ No 


• 


Stromal Incursion 


□ Yes 


□ No 


• 


Epithelium patch 


□ Yes 


□ No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness *f c ) L 



❖Residual stromal bed thickness 
•>Calculated Flap thickness 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propri6te exclusive de Moria SA, ne peut 6tre ni communique' a des tiers, ni reproduit sans autorisation prtalable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16.03:48 


Date ^application : 06/07/2011 



Surgeon 



. n***f) fMim" Patientfile*' f Date (O I °ol 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



a"OD 
K1 HI 



k\ PATIENT 

1. Eye 

2. Keratrometries 

3. Intra-op full corneal thickness (microns) L \ jj 

4. White-to-White (mm) [fc f ? ^ cl ^ 
5 Ametropic correction? Myopic 

6. Additional comments on the patient's eye , 

MATERIAL 

1. Console □ Evo2 □ Evo3 □ Evo3E QOther 



□ OS 
K2 L _/±d. K1 Axis. 



□IJItrasound □ Imaging QScheimpflug camera 
□ Hyperopic J^^stigmatic 



Serial Number 



1. UUIlbUIB LJ CVU<C lj lvuj -— — 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU ^5NE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection^" ft □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : ^ — — 

5. Blade Lot # or Single-Use Lot # : ^'161* U(£ lo ] t [N^ l'2 

6. Moria sterile tubing Reference 19138 Batch number 3 * 7 3 v*0 ft 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 U0 -a<T □ +2 □ +3 □ -1 LC 
10St op P7 Q7.5 J*< 0 8.5 □ 8.75 □ 9 UOther 

1 1 New blade? JGKfes □ No fCfiedc W for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
-Q-fes □ No 
~^rfes □ No 



sec 



2. Potential intra-operative events 

Pseudo Button-hole □ Yes^ a No 
Unacceptable thickness -tfYes □ No 
Button-hole □ Yes □ No 

Partial flap □ Yes □ No 

Free cap □ Yes □ No 

Decentred Flap □ Yes □ No 

Stromal Incursion □ Yes □ No 
Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? — yj^j 
❖Pre-op full corneal thickness Mft^ 



❖ Residual stromal bed thickness <T 
❖Calculated Flap thickness % 



) 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moria SA. ne peut etre ni communique a des Vers, ni reproduit sans 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

Yil ^ 


Date d'application : 06/07/2011 



Patient f ile# : 



Mtfo 



Surgeon: C\ 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A^ PATIENT 

1. Eye a° D 

2. Keratrometries K1 V £ : ° 

3. Intra-op full corneal thickness (microns) ^jQ 

4. White-to-White (mm) H #* 1 P*^*«wr* 
5 Ametropic correction? Q^yopic 



Date /o/ O^/ ^ 0 / / 



tf6s 

K2 tf?: * K1 Axis j,! U 

□ Ultrasound □ Imaging OScheimpflug camera 
Kit 

□ Hyperopic □ Astigmatic 



6. Additional comments on the patient's eye . 



MATERIAL / ^ u 

1. Console □ Evo2 □ Evo3 Evo3E QOther 



Serial Number 



2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-Plus □ EPMc 
□ Evo2 Speed adaptator s/n Speed selection 01 or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 CM 30 □ 1 10 □ 90 Serial Number: 

I I M (C^t C hiC 1 

4. Handpiece serial number : _J _ s? J 

5. BladeLot#orSingle-UseLot# : 1 ol :M ' /l/ "* 



6.Moria sterile tubing Reference 19138 Batch number 



7 On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 U0 □ +2 Q + 3 □ -1 LC 

10Stop Q7 Q7.5 ZriUS.S □ 8.75 Q 9 DOther 

1 1 New blade? □ Yes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C\ INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
£KYes □ No 
XfYes □ No 



sec 



2. Potential intraoperative events 

Pseudo Button-hole □ Yes □ No 
Unacceptable thickness<ja^Yes □ No 
Button-hole □ Yes □ No 



Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness _£J2J? 
❖Residual stromal bed thickness \ 
❖Calculated Flap thickness Q 



Draw the location of the partial flap or of the pseudo or "see-through 0 button-hole 



Ce document, propria exclusive de Moris SA, ne petit etre ni communique a des tiers, ni reproduit sans 



1/ 



JYi©Ilcl 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 
Jean Paul MERCEREAU 
Directeur Assurance Qualite et 
Affaires reglementaires 
le 06/07/2011 16:03:48 


Date ^application : 06/07/2011 



Surgeon: QMiM tM^t?)o Patient file# . / VfO£ f Date /olo^/^ o^ 
REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



A) PATIENT 

1. Eye 

2. Keratrometries 



flft>D 
K1 V?-' 



□ OS 

K2 u> K1 Axis g: I 



3. Intra-op full corneal thickness (microns) jj jjj a^Ultrasound □ Imaging □Scheimpflug camera 



4. White-to-White (mm) 



5 Ametropic correction? 
6. Additional comments on the patient's eye 



□Myopic □ Hyperopic □ Astigmatic 



B) MATERIAL 

1. Console □ Evo2 □ Evo3 Q^Evo3E QOther Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU a"6NE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed telecttOfhdfor □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # ^jn^ib_jM^ 101 - t|VN <Q 

6. Moria sterile tubing Reference 19138 Batch number .: 3 / <7 3 6^ g 

7. On approximately how many eyes this specific set had been used'before this complication? 

8. Ring rjDisposable QSingle use □ H JB^C □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop rj7 Q7.5 Q 8 CJ8.75 0 9 QOther 

1 1 . New blade? d^fes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? t~>° 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
grfes □ No 
&rfe% □ No 



sec 



2. Potential intra-operative events 



Pseudo Button-hole 




Yes 


□ 


No 


Unacceptable thickness 




'Yes 


□ 


No 


Button-hole 


□ 


Yes 


U 


No 


Partial flap 


□ 


Yes 


□ 


No 


Free cap 


□ 


Yes 


□ 


No 


Decentred Flap 


□ 


Yes 


u 


No 


Stromal Incursion 


□ 


Yes 


□ 


No 


Epithelium patch 


□ 


Yes 


□ 


No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness h 



❖Residual stromal bed thickness i^L % 
❖Calculated Flap thickness ^ ^ 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moria SA, ne peut etre ni communique' a des tiers, ni reproduit sans autorisation ptfalabie 
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M<kia 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


■ 

Date d'application : 06/07/2011 



Surgeon: C\k\mQ rh/)U^n Patient file# : j}j^t * Date 0\\ ^ ,± * 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

□ OD O-^S 
K1 K2 y?X KIAxis. (£3 ^ 



A) PATIENT 

1. Eye 

2. Keratrometries 

3. Intra-op full corneal thickness (microns) ^1 g O^JItrasound □ Imaging aScheimpflugcamera 

4. White-to-White (mm) / 2 [ f cxccif)f\ Wl 
5 Ametropic correction? Q^lyopic □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye 

B) MATERIAL . 

1. Console □ Evo2 □ Evo3 □"'Evo3E QOther Serial Number : /I3 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU ^a^NE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selectiorr-STfor □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : J I H^ ? J ^K 

5. Blade Lot # or Single-Use Lot # - SVfclW iof" HWW lO 

6. Moria sterile tubing Reference 19138 Batch number .: \ Hi 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring QDisposable rjSingle use □ H J2?A □ 0 □ +1 □ * 2 □ +3 □ -1 LC 
10 StoP Q7 Q7£ QB J^5 QQ.75 Q9 QOther 

1 1 . New blade? □ Yes &No (Check "No" for the second eye in bilateral simultaneous LAS IK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
i^fYes □ No 
-Q^es □ No 



sec 



2. Potential intra-operative events 

Pseudo Button-hole □ □ No 
Unacceptable thickness L&Yes □ No 



Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness 

❖Residual stromal bed thickness h ^ ( j^ 

❖Calculated Flap thickness g L 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 

Ce document, propria exclusive de Moria SA, ne peut tore ni communique a des tiers, ni reproduit sans autorisation prtalable 
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IVWia 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

til ^ 


Date d'application : 06/07/2011 



Surgeon: 



Date 



RFPORT OF INTRAOPERATIVE Fl AP COMPLICATION 

A) PATIENT 

2. Keratrome.ries KlJf^O mJfeWmJMk* 

3. ln.ra-op full corneal thickness (microns) vfM Ultrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) \\ - [p fll fr^ fiAj^TWd ^ 

5 Ametropic correction? p^yopic , □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye _ 

B) MATERIAL 

1. Console □ Evo2 □ Evo3 □ Evo3E DOther 



Serial Number 



2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU □ ONE Use-P/us OtPI* 
□ Evo2 Speed adaptator s/n Speed selection al^or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 1 50 □ 11 30 □ 1 1 0 □ 90 Serial Number. 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : li&fij \ACt Ut WM 

6. Moria sterile tubing Reference 19138 Batch number j ^W\ ^ (fOV 

7 On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H □ -1 □(> □ +2 □ + 3 □ -1 LC 

10Stop □? Q7M tS*f QM Q8.75 0 9 UOther 

1 1 New blade? iP^s □ No fOiedc W for the second eye in bilateral simultaneous LASIK) 

C ) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time? . 
-Q-Yes □ No 
J^Yes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes. □ No 
5-a"Yes □ No 



Unacceptable thickness - 
Button-hole 
Partial flap 
Free cap 
Decentred Flap 
Stromal Incursion 
Epithelium patch 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 



•Residual stromal bed thickness g ^ 3 
❖Calculated Flap thickness ^ b 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moria SA. ne peut etre ni communique a des tiers, ni reproduit sans 
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I V lwl Id 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

■ 


Date duplication : 06/07/2011 



Surgeon: &H*nb'0 friCftno Patient file# : N£jjc * Date /o l& C I 4v q " 
REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



A) PATIENT 

1. Eye O^d 

2. Keratrometries K1 ii? o 

3. Intra-op full corneal thickness (microns) S*? 3 

4. White-to-White (mm) }/ * ^ fttf 7<^t<r 
5 Ametropic correction? Qf^Myopic 

6. Additional comments on the patient's eye 



□ OS 

K2 VI' </ KIAxis tilP 
a^Clltrasound □ Imaging □Scheimpflug camera 

□ Hyperopic U Astigmatic 



B) MATERIAL 

1. Console □ Evo2 □ Evo3 C3^Evo3E OOther Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU cOCfTE Use-Plus □ EPI-k H1 

□ Evo2 Speed adaptator s/n Speed selectiorvaf" or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : J I W & 3 ^ £>K 

5. Blade Lot # or Single-Use Lot # : SfQ^tf (J0 LOT Z ^ " ^ 

6. Moria sterile tubing Reference 19138 Batch number fj/ ^ 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable OSingle use □ H □ -1 Qtf" □ +1 □ +2 □ +3 □ -1 LC 
10 Stop □ 7 □ 7.5 &rf □ 8.5 □ 8.75 □ 9 QOther 

1 1 . New blade? ^eTYes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time?_ 
aYes □ No 
-^Yes □ No 



sec 



2. Potential intra-operative events 



• 


Pseudo Button-hole 


□ Yes, 
cQ^es 


□ No 


• 


Unacceptable thickness 


□ No 


• 


Button-hole 


□ Yes 


□ No 


• 


Partial flap 


□ Yes 


□ No 


• 


Free cap 


□ Yes 


□ No 


• 


Decentred Flap 


□ Yes 


□ No 


• 


Stromal Incursion 


□ Yes 


□ No 


• 


Epithelium patch 


□ Yes 


□ No 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness <[ 7 \ 
❖ Residual stromal bed thickness J^J^f) 
❖Calculated Flap thickness _ 3^ 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive tie Moria SA, ne peut 6tre ni communique a des tiers, ni reproduit sans autorisation pnbalable 
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M^ria 


Flap complication report 


EAQA018/C 


Approuve(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


• 

Date d'application : 06/07/2011 



Surgeon: Q\\ <n fcn9 Hl/llte j O Patient file* : j p a te 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT " 

1Eye GOD □ OS 

2. Keratrometries K1 K2 K1 Axis 

3. Intra-op full corneal thickness (microns) □ Ultrasound □ Imaging □Scheimpflug'camera 

4. White-to-White (mm) /} '1 €?*C0im H r? 

5 Ametropic correction? □ Myopic □ Hyperopic □ Astigmatic 
6. Additional comments on the patient's eye 

B) MATERIAL y 

1. Console □ Evo2 □ Evo3 a Evo3E QOther Serial Number : & tjj? 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU &<Jft£ Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection Q1 or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : J^li/^^ XK>k 

5. Blade Lot # or Single-Use Lot # : i^Oklg uL & Ld\ I [\ 4 // 1 

6. Moria sterile tubing Reference 19138 Batch number j *j[ Z 

7. On approximately how many eyes this specific set had been usedbefore this complication? 

8. Ring □Disposable rjSingle use □ H □ -1 Qlf" □ +1 □ +2 □ +3 □ -1 LC 
10 Stop U7 □ 75 &i 0 8.5 0 8.75 0 9 aother 

1 1 . New blade? □ Yes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 

1 Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? If yes, suction time? sec 

• Was the suction good and stable during the pass? QfYes □ No 

• Was the forward movement smooth and regular? -CfYes □ No 

2. Potential intra-operative events 



e 


Pseudo Button-hole 


□ Yes 


□ No 


If yes, what was the flap thickness in microns? 


• 


Unacceptable thickness v^fes 


□ No 


❖ Pre-op full corneal thickness 


• 


Button-hole 


□ Yes 


□ No 


❖Residual stromal bed thickness 


• 


Partial flap 


□ Yes 


□ No 


❖Calculated Flap thickness 


a 


Free cap 


□ Yes 


□ No 




• 


Decentred Flap 


□ Yes 


□ No 




• 


Stromal Incursion 


□ Yes 


□ No 




9 


Epithelium patch 


□ Yes 


□ No 





Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propriety exclusive de Moria SA. ne peut etre ni communique a des tiers, ni reproduit sans autorisation prtalable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 

. 1 ^ 


Date duplication : 06/07/2011 



Surgeon: 



Patient file# 



REPORT OF INTRAOPERATIVE FLAP COMP LICATION 

PATIENT 

1. Eye XOD QOS 

2. Keratrometries HI S3 ™ J£ll£ K1 Axis J3± G> 

3. intra-op full corneal thickness (microns) pf» [Ultrasound □ Imaging OScheimpflug camera 

4. White-to-White (mm) V)~* O rVytw IP^^AtAm 

5 Ametropic correction? ^yopic _ □ Hyperopic (^Astigmatic 

6. Additional comments on the patient's eye , — ■ — 



frill 



MATERIAL _> „ , ,., * 

I Console □ Evo2 □ Evo3 GT Evo3E QOther Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU ^KJNE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptalor s/n Speed selection«<or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 1 50 □ 1 30 □ 1 1 0 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # ; jA& W I MM 'I ^ 

6. Moria sterile tubing Reference 19138 Batch number .: ^)\<\^(jOV 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H -U*T □ 0 □ + 1 □ +2 □ +3 □ -1 LC 
10Stop Q7 Q7.5 Q8 mm 0 8.75 C19 mother 

I I New blade? J2"?es □ No fC/)ec/c "A/o" for the second eye in bilateral simultaneous LASIK) 
C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



+J0 



If yes, suction time? . 
-llYes □ No 
^erYes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness-^TYes □ No 

• Button-hole □ Yes □ No 

• Partial flap □ Yes □ No 

• Free cap □ Yes □ No 
. Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

*Pre-op full corneal thickness 

❖Residual stromal bed thickness LT~^ £ 

❖Calculated Flap thickness I i 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 
Ce document, prophet* exclusive de Moria SA, ne peut etre ni communique a des tiers, ni reproduit sans autorisation prealable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: 



Patient file# ; 



mtpo 



Date FTj*M V>fS 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye ^^ftx) QOS 

2. Keratrometries K1 K2 ijlt^) K1 Axis 

3. Intra-op full corneal thickness (microns) CKJItrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) i\ m m flVftk^Cfl tV\ ^ 

5 Ametropic correction? ^HVtyopic □ Hyperopic O^Astigmatic 

6. Additional comments on the patient's eye 

MATERIAL 

1. Console □ Evo2 □ Evo3.Q Evo3E GOther Serial Number 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU S<Jf3Ef Use -P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection Q1 or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : XtyvSjlg; ^4 C£ UOT t UMu'l' 

6. Moria sterile tubing Reference 19138 Batch number ^|l| O)(f0 l, 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring QDisposable QSingle use □ H □ -1 <Qftf" □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 J2^Q8.5 □ 8.75 Q9 QOther 

1 1 . New blade? >-Brfes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



«r^° If yes, suction time? _ 
.ja-Yes □ No 
_J2-Yes □ No 



sec 



2. Potential intra-operative events 



• 


Pseudo Button-hole 


□ Yes 


□ No 


e 


Unacceptable thickness-^Yes 


□ No 


• 


Button-hole 


□ Yes 


□ No 


• 


Partial flap 


□ Yes 


□ No 


• 


Free cap 


□ Yes 


□ No 


• 


Decentred Flap 


□ Yes 


□ No 


• 


Stromal Incursion 


□ Yes 


□ No 


• 


Epithelium patch 


□ Yes 


□ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness ^fj L 



* Residual stromal bed thickness 
^Calculated Flap thickness Z\ O 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Motia SA, ne peut tore ni communique' a des tiers, ni reproduit sans autorisation prtalable 
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Flap complication report 


EAQA018/C 


Approuv$(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: fyWW BtlCfrfcln Patient file# : NS^° 1 Date Q JM^ 
REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye aOD £fos 

2. Keratrometries K1 Ml O K2 flUll K1 Axis jXfc- ^ 

3. Intra-op full corneal thickness (microns) SO^b aljltrasound □ Imaging □Scheimpflug camera 

4. White-to-White (mm) 11- ( m/Vx PiJsffr£#4r\ 

5 Ametropic correction? ^3 Myopic □ Hyperopic c^Astigmatic 

6. Additional comments on the patient's eye 

B) MATERIAL 

1. Console □ Evo2 □ Evo^cT Evo3E DOther Serial Number 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU Q<JNE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selectionJ21^or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 (3 110 □ 90 Serial Number: 

4. Handpiece serial number : ifl^jft^ ^&lC 

5. Blade Lot # or Single-Use Lot # : 2 thrift U &Q 

6. Moria sterile tubing Reference 19138 Batch number _: 2llL(j23 (j Oty? 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring LJDisposable QSingle use □ H 42<T □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 DS J^5 □ 8.75 Q9 GOther 

1 1 . New blade? □ Yes ytfo (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time?. 
>-Q^es □ No 
.^efYes □ No 



sec 



2. Potential intra-operative events 



Pseudo Button-hole 


J 


Yes 


a 


No 


Unacceptable thickness 


£KYes 


□ 


No 


Button-hole 


□ 


Yes 


□ 


No 


Partial flap 


□ 


Yes 


□ 


No 


Free cap 


□ 


Yes 


□ 


No 


Decentred Flap 


□ 


Yes 


□ 


No 


Stromal Incursion 


□ 


Yes 


□ 


No 


Epithelium patch 


□ 


Yes 


□ 


No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness €fa X 
❖Residual stromal bed thickness % o 
❖Calculated Flap thickness x 3 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propri6t6 exclusive de Moria SA, ne peut 6tre ni communique a des tiers, ni reproduit sans autohsation pt eatable 
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Flap complication report 


EAQA018 / C 


Approuve'(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: Of' HtL( gjH Patient file# : l^J?^ « Date \t 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye ^at)D □ OS 

2. Keratrometries K1 t-JO'l * K2 Ml 0 K1 Axis <> I 

3. Intra-op full corneal thickness (microns) £KJItrasound □ Imaging GScheimpflug camera 

4. White-to-White (mm) f| rfoffl m I^C^ frC&yA 

5 Ametropic correction? fHflyopic □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye 

B) MATERIAL 

1. Console □ Evo2 □ Evo3 Evo3E UOther Serial Number : A ll jI 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU ^TONE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection pAr^ or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : X l^lff U ("6 MJf I MM ll 1, 
6 Moria sterile tubing Reference 19138 Batch number ^)\M 3) (lO V 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable DSingle use □ H □ -1 U# □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 □ 7,5 a8.5 0 8.75 Q9 QOther 

1 1 . New blade? □ Yes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



M0 



If yes, suction time? _ 
J^Yes □ No 
CJ^es □ No 



sec 



2. Potential intra-operative events 



• 


Pseudo Button-hole 


□ Yes 


□ No 


» 


Unacceptable thickness ,£fYes 


□ No 


• 


Button-hole 


□ Yes 


□ No 


o 


Partial flap 


□ Yes 


□ No 


• 


Free cap 


□ Yes 


□ No 


• 


Decentred Flap 


□ Yes 


□ No 


• 


Stromal Incursion 


□ Yes 


□ No 


0 


Epithelium patch 


□ Yes 


□ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness X^ i£ r 
❖Residual stromal bed thickness 
❖Calculated Flap thickness j?£ 



Draw the location of the partial flap or of the pseudo or u see-through" button-hole 



Ce document, propridte exclusive de Moiia SA, ne peut etre ni communique d des tiers, ni reproduit sans autohsation prealable 
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IVUria 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: 



Patient file# 



Date WMM TAX 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye □ OD t Z(os 

2. Keratrometries K1 */l'0 K2 ^I h K1 Axis ^ % ^ 

3. Intra-op full corneal thickness (microns) S6j(p .^Ultrasound □ Imaging GScheimpflug camera 

4. White-to-White (mm) /j » & < Y)m fP^^GLUW* 

5 Ametropic correction? J2"Myopic □ Hyperopic J2^stigmatic 

6. Additional comments on the patient's eye 



B) MATERIAL 

1. Console □ Evo2 □ Evo3 52f Evo3E □Other Serial Number : 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU ^ONE Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection^!* or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number : ,JT\H^^ ^f?>^ 

5. Blade Lot # or Single-Use Lot # : ( [r\'t\\t ^ < ^0T \UM 

6. Moria sterile tubing Reference 19138 Batch number J 7} \ L| 'Tj (_p Q1* 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring QDisposable QSingle use □ H □ -1 J^ft □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 pi 0 8.5 a8.75 Q9 QOther 

1 1 . New blade? □ Yes □ No (Check u No" for the second eye in bilateral simultaneous LAS IK) 

C) INTRA-OPERATIVE RESULTS 



1 . Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? kJ 0 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time?. 
^^STYes □ No 
U"fes □ No 



sec 



2. Potential intra-operative events 



• 


Pseudo Button-hole 


□ Yes 


□ No 


• 


Unacceptable thickness JJ^es 


□ No 


e 


Button-hole 


□ Yes 


□ No 


• 


Partial flap 


□ Yes 


□ No 


o 


Free cap 


□ Yes 


□ No 


e 


Decentred Flap 


□ Yes 


□ No 


e 


Stromal Incursion 


□ Yes 


□ No 


■ 


Epithelium patch 


□ Yes 


□ No 



If yes, what was the flap thickness in microns? 

❖ Pre-op full corneal thickness L C^f fy 
❖Residual stromal bed thickness 
❖Calculated Flap thickness £2- 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moria SA, ne peut 6tre ni communique' a des tiers, ni reproduit sans autohsation pnealable 
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Miria 


Flap complication report 


EAQA018/C 


Approuve'(e) par . 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglernentaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



S urgeon: 

PPPORT OF INTRAOPERATIVE Fl &P COMPLICATION 

M PATIENT 

1 Eye a0D Q0S 

2. Keratrometries « Ml * K1 ** ^ 

3. ln.ra-op full corneal thickness (microns) ^.trasound □ Imaging QScheimpflug camera 

4 White-to-White (mm) jU^l *n ^ a-T*** * 1 

5 Ametropic correction? JZTMyopic , □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye _ - 

B) Tconl'ole" □ Evo2 □ Evo3Jaf / Evo3E QOther Serial Number 



M2l 



2 Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU -Q"ONE Use-Plus □ EP.-k™ 
□ Evo2 Speed adaptator s/n Speed se.ectio^ or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number i 32Uia 

5. Blade Lot # or Single-Use Lot # 

. jWfa vice L/ °' lMM<u ^ 



□ -1 LC 



O.Moria sterile tubing Reference 19138 Batch number .: ^ ^)(/0 \ 

7 On approximately how many eyes this specific set had been used before this complication? 

8 Ring □Disposable QSingle use □ H j&\ Q0 □ +1 □ +2 □ +3 
10Stop Ul Q7.5 Q8 □ 8.75 09 QOther 

1 1 New blade? J* Yes □ No (Check "No" (or the second eye in bilateral simultaneous LASIX) 

CA INTRA-OPF RATIVF RESULTS 



1. Characteristics of suction and automated translation: 
. Was suction time longer or shorter than usual? 
. Was the suction good and stable during the pass? 
. Was the forward movement smooth and regular? 



MO If yes, suction time? , 

^Q~Yes □ No 
^KYes □ No 



sec 



2. Potential intra-operative events 

. Pseudo Button-hole □ Yes □ No 
. Unacceptable thickness^fYes □ No 

• Button-hole 

• Partial flap 

• Free cap 

• Decentred Flap 

• Stromal Incursion 
Epithelium patch 



If yes, what was the flap thickness in microns? 
❖Pre-op full corneal thickness 
❖ Residual stromal bed thickness 
❖Calculated Flap thickness 



□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

□ Yes □ No 

DrawTheTocation of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, proprie'te' exclusive de 



Moria SA. ne peut 6tre ni communique a des Vers, ni reproduit sans autorisabon prtatable 
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Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date ^application : 06/07/2011 



Surgeon: 



M/W\AjA Patient fiie# 



Date 



lit SUM K>IX 



REPORT OF INTRAOPERATIVE FLAP COMP LICATION 

PATIENT 

1. Eye ROD J*ts 

2. Keratrometries W JR^I K2 ifX^ K1 Axis A V 

3. intra-op full corneal thickness (microns) JSH .Ultrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) il >^ mnn Pttvfa&f* 

5 Ametropic correction? J3^yopic □ Hyperopic ^stigmatic 

6. Additional comments on the patient's eye _ 



MATERIAL . 
1. Console □ Evo2 □ Evo3 CT Evo3E DOther Serial Number 



ml 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU pONE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection^! or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 1 50 □ 1 30 □ 1 1 0 □ 90 Serial Number: 

4. Handpiece serial number : >TlU ^"V — 

5. Blade Lot # or Single-Use Lot # : Xl/U|lt b^T \MM\H- 



□ -1 LC 



6 Moria sterile tubing Reference 19138 Batch number ^(qQ'V 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable QSingle use □ H jaT-l QQ □ +1 □ + 2 □ + 3 
10S top 0 7 Q7.5 06 ^8.5 Q8.75 Q9 DOther 

1 1 New blade? □ Yes pAo (Check "Wo" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPFRATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 
. Was the suction good and stable during the pass? 

♦ Was the forward movement smooth and regular? 



toO 



If yes, suction time? . 
M Yes □ No 
^^fYes □ No 



sec 



2. Potential intra-operative events 

• Pseudo Button-hole □ Yes □ No 

• Unacceptable thickness-^Yes □ No 

• Button-hole □ Yes □ No 

• Partial flap □ Yes □ No 

• Free cap □ Yes □ No 
. Decentred Flap □ Yes □ No 

• Stromal Incursion □ Yes □ No 

• Epithelium patch □ Yes □ No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness X CV 
❖Residual stromal bed thickness M 
❖Calculated Flap thickness 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propriete exclusive de Moria SA. ne peut etre ni communique a des tiers, ni reproduit sans autorisabon prealable 
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J V lvJI Id 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: jjgjgg Patient file* : K/fr/fl« Date Ft TU^ lolS 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye ,efOD □ OS 

2. Keratrometries K1 *tl'*Z K2 ill jj K1 Axis JjL? 

3. Intra-op full corneal thickness (microns) S£\ JSTtlltrasound □ Imaging □Scheimpflug'camera 

4. White-to-White (mm) IX* WW fiU^OXCC^ 

5 Ametropic correction? [Myopic □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye 

B) MATERIAL f|V , 

1 . Console □ Evo2 □ Evo3 CK Evo3E QOther Serial Number : M* J 



2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU JD'ONE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection J2l or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 1 10 □ 90 Serial Number: 

4. Handpiece serial number 

5. Blade Lot # or Single-Use Lot # : £^2M UfC Ujt I MM 111- 

6. Moria sterile tubing Reference 19138 Batch number _: 2llij 02 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring QDisposable OSingle use □ H O^l □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 Q8 42-8.5 □ 8.75 Q9 QOther 

1 1 . New blade? p^es □ No (Check u No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 

2. Potential intra-operative events 



If yes, suction time? . 
-3"Yes □ No 
.a^es □ No 



sec 



» 


Pseudo Button-hole 


□ Yes 


□ No 


If yes, what was the flap thickness in microns? 


» 


Unacceptable thickness JB res 


□ No 


❖ Pre-op full corneal thickness 


♦ 


Button-hole 


□ Yes 


□ No 


❖Residual stromal bed thickness 


• 


Partial flap 


□ Yes 


□ No 


❖Calculated Flap thickness 


• 


Free cap 


□ Yes 


□ No 




• 


Decentred Flap 


□ Yes 


□ No 




• 


Stromal Incursion 


□ Yes 


□ No 




■ 


Epithelium patch 


□ Yes 


□ No 





T7T7 
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Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive de Moria SA, ne peut 6tre ni communique' d des tiers, m reproduit sans autohsation prtalable 
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iYiOrlct 


Flap complication report 


EAQA018/C 


Approuv6(e) par ; 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


1 

Date duplication : 06/07/2011 



Surgeon: AjfVjYVff^ ftXA&CAr^ Patient file# : 1M6I0 « Date filJW % 0 \£ 

REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1. Eye QOD 

2. Keratrometries K1 l|0<^ K2 Hi A K1 Axis ^ 1 4 

3. Intra-op full corneal thickness (microns) S\Zlo p^Jltrasound □ Imaging QScheimpflug camera 

4. White-to-White (mm) H'H m \Y\ pwAc\CflW\ 

5 Ametropic correction? JZ'NIyopic □ Hyperopic □ Astigmatic 

6. Additional comments on the patient's eye 

B) MATERIAL & . n 

1. Console □ Evo2 □ Evo3 O^EvoSE aother Serial Number : X It 3 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU a"£)NE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection jzf or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : CT) l| Sfi>Y 

5. Blade Lot # or Single-Use Lot# : ,C(^|^ i ii^t ' UMHf U I* 

6. Moria sterile tubing Reference 19138 Batch number „: Ql | Lj 3) 0 *0% 

7. On approximately how many eyes this specific set had been used'before this complication? 

8. Ring ^Disposable QSingle use □ H Q^f □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 Q8 j^8.5 □ 8.75 Q9 QOther 

1 1 . New blade? □ Yes p^o (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 
• Was suction time longer or shorter than usual? 



wo 



• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 

2. Potential intra-operative events 



If yes, suction time?. 
jarYes □ No 
ja'Yes □ No 



sec 



• 


Pseudo Button-hole 


□ Yes 


□ No 


If yes, what was the flap thickness in microns? 


• 


Unacceptable thickness 


•dYes 


□ No 


❖Pre-op full corneal thickness 


• 


Button-hole 


□ Yes 


□ No 


❖Residual stromal bed thickness 


e 


Partial flap 


□ Yes 


□ No 


❖Calculated Flap thickness 


• 


Free cap 


□ Yes 


□ No 




• 


Decentred Flap 


□ Yes 


□ No 




• 


Stromal Incursion 


□ Yes 


□ No 
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Epithelium patch 


□ Yes 


□ No 





Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propriety exclusive de Moria SA, ne peut tore ni communique" a des tiers, ni reproduit sans autohsation prialable 
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M<kia 


Flap complication report 


EAQA018 / C 


Approuv6(e) par: 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: 



Patient file# 



Date U 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 

A) PATIENT 

1 . Eye □ pr/ 

2. Keratrometries K1 & 

3. Intra-op full corneal thickness (microns) 

4. White-to-White (mm) YL ; 3 Mrn CtfUlfp-t/' 
5 Ametropic correction? ^Myopic 
6. Additional comments on the patient's eye 



□ OS 

K2 lf(q KIAxisJlfH 
J2*Ultrasound □ Imaging □Scheimpfiug camera 

□ Hyperopic ^'Astigmatic 



ML 



B) MATERIAL 

1 . Console □ Evo2 □ Evo3 P^Evo3E □Other Serial Number 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU -QT^NE Use-P/us □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection 01 or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : J £(&\L ' 

5. Blade Lot # or Single-Use Lot # : ,f lj CP. L Qrf ) Ljq j | a 

6. Moria sterile tubing Reference 19138 Batch number O) ju/ ^ ( j (Y) 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ^Disposable □Single use □ H tB^T" □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 Q^T rj8.5 □ 8.75 0 9 QOther 

1 1 . New blade? *&Yes □ No (Check "No" for the second eye in bilateral simultaneous LASIK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 

2. Potential intra-operative events 



If yes, suction time?. 
-eTYes □ No 
-Q-Yes □ No 



sec 



• 


Pseudo Button-hole 


□ Yes 


□ No 


If yes, what was the flap thickness in microns? 


» 


Unacceptable thickness^-a^es 


□ No 


❖ Pre-op full corneal thickness 


• 


Button-hole 


□ Yes 


□ No 


❖Residual stromal bed thickness 


9 


Partial flap 


□ Yes 


□ No 


❖Calculated Flap thickness 


• 


Free cap 


□ Yes 


□ No 






Decentred Flap 


□ Yes 


□ No 




0 


Stromal Incursion 


□ Yes 


□ No 




• 


Epithelium patch 


□ Yes 


□ No 


r' 



i- S 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propri&e exclusive de Moria SA, ne peul Mrs ni communique a des tiers, ni leprodult sans automation piealable 
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ivioria 


Flap complication report 


EAQA018/C 


Approuv6(e) par : 

Jean Paul MERCEREAU 

Directeur Assurance Qualite et 

Affaires reglementaires 

le 06/07/2011 16:03:48 


Date d'application : 06/07/2011 



Surgeon: 



V ^ 



Patient file# 



Date U 



REPORT OF INTRAOPERATIVE FLAP COMPLICATION 



A) PATIENT 

1. Eye aOD 

2. Keratrometries K1 *h-i±$ 

3. Intra-op full corneal thickness (microns) S % I 

4. White-to-White (mm) ll<^ 'm v^ Q\ \\{ p-W 
5 Ametropic correction? ^jaflVlyopic 

6. Additional comments on the patient's eye 



pis 

K2 M^O K1 Axis PhO' ^ 
y£f Ultrasound □ Imaging GScheimpflug camera 



□ Hyperopic ^^Astigmatic 



B) MATERIAL 

1. Console □ Evo2 □ Evo3 (4Evo3E QOther Serial Number :_ 

2. Microkeratome □ ONE □ ONE Use □ CB □ CBSU □ M2 □ M2SU <K&E Use-Plus □ EPI-k™ 

□ Evo2 Speed adaptator s/n Speed selection *a1^or □ 2 (For M2/M2SU and One Use Plus only) 

3. Microkeratome metal head □ 150 □ 130 □ 110 □ 90 Serial Number: 

4. Handpiece serial number : %"\ 'i B ^ 

5. Blade Lot # or Single-Use Lot # : Single H .(-6 IM M I IT/ 

6. Moria sterile tubing Reference 19138 Batch number (k ll{ '^^ (YV 

7. On approximately how many eyes this specific set had been used before this complication? 

8. Ring ODisposable QSingle use □ H □ 0 □ +1 □ +2 □ +3 □ -1 LC 
10 Stop Q7 Q7.5 ia^Q8.5 □ 8.75 □ 9 QOther 

1 1 . New blade? □ Yes □ No (Check "No" for the second eye in bilateral simultaneous LAS IK) 

C) INTRA-OPERATIVE RESULTS 



1. Characteristics of suction and automated translation: 

• Was suction time longer or shorter than usual? 

• Was the suction good and stable during the pass? 

• Was the forward movement smooth and regular? 



If yes, suction time?_ 
&rfes □ No 
JZrfes □ No 



sec 



2. Potential intra-operative events 



Pseudo Button-hole 


□ 


Yes 


□ 


No 


Unacceptable thickness 


-Ores 


□ 


No 


Button-hole 


□ 


Yes 


a 


No 


Partial flap 


a 


Yes 


□ 


No 


Free cap 


a 


Yes 


□ 


No 


Decentred Flap 


u 


Yes 


□ 


No 


Stromal Incursion 


□ 


Yes 


u 


No 


Epithelium patch 


□ 


Yes 


Q 


No 



If yes, what was the flap thickness in microns? 

❖Pre-op full corneal thickness *C(ff / 

❖Residual stromal bed thickness <^Oc > 

❖Calculated Flap thickness <^ \ 



Draw the location of the partial flap or of the pseudo or "see-through" button-hole 



Ce document, propria exclusive die Moria SA, ne peut 6tre ni communique' a des tiers, ni reprodult sans autorisation prealable 
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